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PROPOSED  RULES 


DEPARTMENT  OF  HEALTH, 
EDUCATION.  AND  WELFARE 
Food  and  Drug  Administration 
[  21  CFR  Part  128c  ] 

CACAO  PRODUCTS  AND  CONFECTIONERY 

Proposal  To  Establish  Good  Manufacturing 
Practice  Regulation 

The  Food  and  Drug  Administration 
has  evaluated  the  conditions  under  which 
cacao  products  and  confectionery  are 
manufactured  and  packaged  for  human 
consumption.  Some  of  these  products  are 
manufactured  or  packaged  under  inade¬ 
quate  sanitary  conditions.  The  Pood  and 
Drug  Administration  and  industry  asso¬ 
ciations  are  seeking  to  improve  the  san¬ 
itary  practices  of  the  industry  to  ensure 
that  all  of  these  products  are  manufac¬ 
tured  imder  adequate  sanitary  conditions 
and  are  safe,  pure,  and  wholesome. 

In  1971,  at  the  request  of  the  General 
Accoimting  Office,  the  Pood  and  Drug 
Administration  inspected  97  food  manu¬ 
facturing  plants  of  all  types.  These  were 
selected  at  random  from  about  4,550  food 
manufacturing  plants  in  six  Food  and 
Drug  Administration  districts  covering 
21  states.  Included  in  this  survey  were 
four  cacao  product  and  confectionery 
manufactiudng  plants.  Three  of  these 
plants  were  not  (H>erating  in  compliance 
with  good  manufacturing  practices. 

In  1971  and  1972,  the  Food  and  Drug 
Administration  surveyed  213  cacao  prod¬ 
uct  and  confectionery  manufacturing 
plants  to  evaluate  compliance  of  the  in¬ 
dustry.  The  number  surveyed  represented 
about  20  percent  of  the  U.S.  firms  manu¬ 
facturing  primarily  cacao  products  and 
confectionery.  Of  the  213  firms  inspected, 
97  were  not  operating  in  compliance  with 
good  manufacturing  practices. 

The  Food  and  Drug  Administration 
has  reviewed  the  administrative  files  and 
over  220  establishment  inspection  re¬ 
ports  for  cacao  product  and  confection¬ 
ery  manufacturing  plants  and  has 
visited  six  representative  plants  to  iden¬ 
tify  critical  control  EK)ints  in  the  manu¬ 
facture,  processing,  handling,  and  pack¬ 
aging  of  these  products.  Based  upon  ob¬ 
servations  of  problem  areas  in  some 
plants,  several  critical  control  points 
have  been  identified  as  being  important 
in  the  production  of  wholesome  cacao 
products  and  confectionery  and  are  in¬ 
cluded  in  the  proposed  ciurent  good 
manufacturing  practice  regulations  for 
these  products. 

Food  and  Drug  Administration  con¬ 
sumer  inquiry  files  for  the  six-month 
period  from  August  1972  through  Jan¬ 
uary  1973,  contained  23  letters  concern¬ 
ing  cacao  products  and  confectionery. 

From  December  1971  through  Febru¬ 
ary  1973,  6  legal  actions  against  adulter¬ 
ated  cacao  products  and  confectionery 
or  against  the  manufacturers  of  these 
products  were  approved  by  the  Food  and 
Drug  Administration. 

The  data  and  information  referred  to 
above  have  been  placed  on  display  at 
the  Office  of  the  Hearing  Clerk,  Food 
and  Drug  Administration,  Rm.  6-86, 
5600  Fishers  Lane,  Rockville,  MD  20852, 
for  public  review. 


The  National  Confectioners  Associa¬ 
tion  of  the  United  States,  Inc.,  and  the 
Chocolate  Manufacturers  Association  of 
the  United  States  of  America  have  ini¬ 
tiated  and  submitted  discussion  drafts 
of  proposed  good  manufacturing  prac¬ 
tice  regulations  for  their  respective  in¬ 
dustries  to  the  Food  and  Drug  Ad¬ 
ministration.  After  reviewing  these 
drafts  and  other  relevant  information, 
the  Food  and  Drug  Administration 
has  prepared  a  single,  proposed  good 
manufacturing  practice  regulation  for 
cacao  products  and  confectionery.  The 
unique  characteristics  of  cacao  prod¬ 
ucts  and  confectionery,  including  low 
moisture,  high  solids,  and  often  high 
sugar  content,  require  that  special  con¬ 
sideration  be  given  to  processing  meth¬ 
ods  and  sanitary  controls  used  in  the 
processing  of  these  products.  It  is  im¬ 
portant  that  a  regulation  incorporating 
these  considerations  be  established  for 
the  manufactime  of  cacsM)  products  and 
confectionery.  The  proposed  regulation 
does  not  supersede  21  CFR  Part  128,  In¬ 
stead,  the  proposed  current  good  manu¬ 
facturing  practice  regulation  for  cacao 
products  and  confectionery  supplements 
21  CFR  Part  128  by  setting  forth  addi¬ 
tional  standards  to  be  applied  in  evalu¬ 
ating  the  methods  and  procedures  used 
in  the  manufacture,  processing,  packag¬ 
ing,  or  holding  of  cacao  products  and 
conifectionery.  The  Commissioner  of 
Food  and  Drugs  intends  to  propose  spe¬ 
cific  current  good  manufacturing  prac¬ 
tice  regulations  for  individual  segments 
of  the  food  industry,  and  also  intends 
to  propose  amendments  to  21  CFR  Part 
128  to  provide  more  current  guidance  to 
the  entire  food  industry  on  plant  sani¬ 
tation  practices. 

Accordingly,  the  Commissioner  of 
Pood  and  Drugs  proposes  to  establish  a 
current  good  manufacturing  practice 
regulation  for  the  manufacture  and 
processing  of  cacao  products  and  con¬ 
fectionery. 

Therefore,  pursuant  to  provisions  of 
the  Food,  Drug,  and  Cosmetic  Act  (secs. 
402(a)  (4),  701(a),  52  Stat.  1046,  1055;  21 
U.S.C.  3422(a)(4),  371(a))  and  under 
authority  delegated  to  him  (21  CFR 
2.120),  the  Commissioner  proposes  that 
Chapter  I  of  Title  21  be  amended  by  add¬ 
ing  a  new  Part  128c  to  read  as  follows: 

PART  128c— CACAO  PRODUCTS  AND 
CONFECTIONERY 

Sec. 

128c. 1  Definitions. 

128C.2  Current  good  manufacturing  prac¬ 
tice. 

128c  .3  Plants  and  grounds. 

128C.4  Equipment  and  utensils. 

128C.5  Personnel  sanitation  facilities. 

128C.6  Equipment  and  utensU  cleaning  and 
sanitizing. 

128C.7  Processes  and  controls. 

128C.8  Records. 

Authority:  Secs.  402(a)(4),  701(a),  62 
Stat.  1046,  1055  (21  U.S.C.  342(a)  (4)  ) . 

§  128(-.l  Definitions. 

For  the  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply: 

(a)  “Cacao  products”  mean  any  form 
of  chocolate,  chocolate  product,  cocoa,  or 
cocoa  product. 


(b)  “Confectionery”  means  candy  and 
other  food  products  made  basically  from 
sweeteners,  frequently  prepared  with 
colorings,  fiavorings,  milk  products,  cacao 
products,  nuts,  fruits,  starches,  and  other 
materials,  and  often  fashioned  into  at¬ 
tractive  shapes  or  forms. 

(c)  “Lot”  means  a  collection  of  pri¬ 
mary  containers  or  units  of  the  same 
size,  type,  and  style,  produced  under  con¬ 
ditions  as  nearly  uniform  as  possible, 
designated  by  a  common  container  code 
or  marking,  and,  in  any  event  no  more 
than  a  day’s  production. 

(d)  “Return”  means  clean,  wholesome 
product (s)  returned  to  the  manufacturer 
for  reprocessing  for  reasons  other  than 
insanitary  conditions  and  which  is  suit¬ 
able  for  use  as  food. 

(e)  “Rework”  means  clean,  wholesome 
product  (s)  removed  from  processing  for 
reasons  other  than  insanitary  conditions 
and  which  is  suitable  for  reprocessing  and 
for  use  as  food. 

(f)  “Shall”  refers  to  mandatory  re¬ 
quirements  and  “should”  refers  to  recom¬ 
mended  or  advisory  procedures  or  equip¬ 
ment. 

(g)  “Waste”  means  product  rejected 
due  to  filth  or  other  contamination  and 
not  suitable  for  use  as  human  food. 

§  128c.2  Current  good  nianufacliiriiig 
practice. 

(a)  The  criteria  and  definitions  in  Part 
128  of  this  chapter  shall  apply  in  deter¬ 
mining  whether  the  facilities,  methods, 
practices,  and  controls  used  for  the 
manufacture,  processing,  packing,  or 
holding  of  cacao  products  and  confec¬ 
tionery  are  in  conformance  with  and  are 
operated  or  administered  in  conformity 
with  good  manufacturing  practices  to 
produce,  under  sanitary  conditions,  food 
for  human  consumption. 

(b)  The  criteria  in  §§  128c.3  through 
128C.8  set  forth  additional  standards  to 
be  applied  in  evaluating  the  methods  and 
procedmes  used  in  the  manufacture, 
processing,  packaging,  packing,  or  hold¬ 
ing  of  cacao  products  and  confectionery. 

(c)  Pertinent  criteria  from  Part  128  of 
this  chapter  have  been  incorporated  into 
§§  128C.3  through  128c.8  to  emphasize 
critical  control  points  in  the  manufac¬ 
ture,  processing,  packaging,  packing,  or 
holding  of  cacao  products  and  confec¬ 
tionery. 

§  128c.3  Plants  and  grounds. 

Wherever  necessary  to  prevent  con¬ 
tamination  of  products,  raw  materials,  or 
packaging  materials  with  micro-orga¬ 
nisms,  chemicals,  filth,  or  other  extra¬ 
neous  material,  the  following  operations 
shall  be  separated  by  partition,  location, 
air  flow,  enclosed  systems,  or  other  ef¬ 
fective  means: 

(a)  Receiving. 

(b)  Raw  material  storage. 

(c)  Cacao  bean  cleaning,  roasting, 
cooling,  cracking,  and  fanning. 

(d)  Cacao  product  milling,  pressing, 
mixing,  refining,  conching,  tempering, 
and  molding. 

(e)  Pulverizing  or  separating  of  cocoa, 
and  other  dusty  operations. 

(f)  Cacao  product  and  confectionery 
processing. 
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(g)  Portable  eqxilpment  and  utensil 
cleaning  and  sanitizing. 

(h)  Packaging  and  packing. 

(1)  Finished  product  storage  and  ship¬ 
ping. 

§  128c«4  Equipment  and  utensOs. 

(a)  Food-contact  surfaces  shall  be 
made  of  corrosion-resistant,  nohabsor- 
bant,  nontoxic,  smooth  material  which 
will  not  read^  crack  or  disintegrate,  and 
which  will  withstand  the  environment  of 
Its  Intended  use  and  the  action  of  food 
Ingredients,  cleaning  compounds,  and 
sanitizing  agents. 

(b)  Seams  on  food-contact  stirfaces 
shall  be  smoothly  bonded  so  that  no  in¬ 
accessible  spaces  exist  in  which  dirt  or 
organic  material  might  accumulate. 

(c)  Non-food-contact  siufaces  of 
equipment  shall  be  so  constructed  that 
they  can  be  kept  in  a  clean,  sanitary  con¬ 
dition. 

(d)  Equipment  In  which  dusty  Ingre¬ 
dients  are  processed  or  which  generate 
dusty  materials  should  be  equipped  with 
dust-control  devices  which  collect  and  re¬ 
move  particulate  matter  from  the  proc¬ 
essing  area. 

(e)  Regulating  and/or  recording  con¬ 
trols,  thermometers,  other  temperature 
measuring  devices,  and  temperature  re¬ 
cording  devices  on  equipment  used  to 
pasteurize  raw  materials  or  products  shall 
be  accurate  and  effective  for  their  desig¬ 
nated  uses.  The  accviracy  of  temperature 
controlling,  measuring,  and  recording  de¬ 
vices  on  equipment  used  to  control  or  pre¬ 
vent  undesirable  microbial  growth  in  raw 
materials  or  finished  products  shall  be 
within  ±2*  P. 

(f )  Each  freezer  and  cold  storage  com¬ 
partment  used  for  storing  or  holding  raw 
materials  or  products  capable  of  support¬ 
ing  growth  of  micro-organisms  shall  be 
fitted  with  an  Indicating  thermometer, 
temperature  measuring  device,  or  tem¬ 
perature  recording  device  so  Installed  as 
to  i^ow  accurately  the  temperature 
within  the  compartment,  and  should  be 
fitted  with  an  automatic  control  for  reg¬ 
ulating  temperature  or  an  automatic 
alarm  system  to  indicate  a  significant 
temperature  change  In  a  manual  opera¬ 
tion.  Cooling  tunnels  on  processing  lines 
shall  have  access  doors  or  other  provi¬ 
sions  to  permit  cleaning  of  the  interior. 

§  128c.5  Personnel  sanitation  facilities. 

(a)  Adequate  and  readily  accessible 
hand  washing  and  sanitizing  facilities 
shall  be  provided  in  the  plant  for  em¬ 
ployees  who  may  handle  improtected 
food,  improtected  packaging  materials, 
and  food-contact  surfaces.  Such  facilities 
shall  be  furnished  with  running  water  at 
a  suitable  temperature  for  hand  washing, 
effective  hand  cleaning  and  sanitizing 
preparations,  sanitary  towel  service  or 
suitable  drying  devices,  and,  where  ap¬ 
propriate,  waste  receptacles,  and  should 
be  equipped  with  water  control  valves  so 
designed  and  constructed  as  to  prevent 
recontaminatlon  of  clean,  sanitized 
hands. 

(b)  Readily  understandable  signs  di¬ 
recting  employees  handling  unprotected 
food,  unprotected  packaging  materials,  or 


food-contact  surfaces,  to  wash  and  sani¬ 
tize  Uielr  hands  before  starting  work, 
after  each  absence  from  post  of  duty, 
and  when  their  hands  may  have  become 
soiled  or  contaminated  shall  be  conspicu¬ 
ously  posted  In  the  processing  room(s) 
and  in  all  other  areas  where  employees 
may  handle  such  materials  and  surfaces. 

<c)  Supervisors  shall  maintain  suffi¬ 
cient  control  to  ensure  that  employees 
handling  improtected  food,  unprotected 
packaging  materials,  or  food-contact  sur¬ 
faces  wash  and  sanitize  their  hands  be¬ 
fore  starting  work,  after  each  absence 
from  post  of  duty,  and  when  their  hands 
may  have  become  soiled  or  contaminated. 

§  128c.6  Equipment  and  utensil  clean¬ 
ing  and  sanitizing. 

(a)  Cleaning  and  sanitizing  of  utensils 
and  equipment  shall  be  carried  out  In 
such  a  manner  as  to  prevent  raw  mate¬ 
rial,  packaging  material,  or  product 
contamination. 

(b)  Food-contact  surfaces  of  equip¬ 
ment  used  for  processing  or  holding  low 
moisture  raw  materials  or  products  such 
as  chocolate,  fats  and  oils,  com  sirup, 
peanut  butter,  and  similar  materials 
which  are  not  conducive  to  microbial 
growth  shall  be  maintained  in  a  sanitary 
condition.  When  wet  cleaning  of  such 
equipment  may  cause  conditions  condu¬ 
cive  to  microbial  growth,  other  appropri¬ 
ate  cleaning  methods  shall  be  utilized  to 
prevent  product  contamination. 

(c)  Poisonous  or  dangerous  cleaning 
compounds,  sanitizing  agents,  and  pes¬ 
ticide  chemicals  shall  be  applied,  stored, 
and  held  in  such  a  manner  as  to  prevent 
food  or  packaging  material  contamina¬ 
tion.  These  materials  shall  be  identi¬ 
fied  and  used  only  in  such  manner  and 
under  such  conditions  as  will  be  safe  for 
their  Intended  use.  Any  applicaffie  reg¬ 
ulations  promulgated  by  the  Environ¬ 
mental  Protection  Agency  for  the  appli¬ 
cation,  use,  or  holding  of  such  materials 
shsJl  be  followed. 

§  128€.7  Processes  and  controls. 

The  manufacturer  shall  employ  ap¬ 
propriate  quality  control  procedures  and 
treatments  to  ensure  that  raw  materials 
and  finished  products  are  wholesome  and 
fit  for  food,  that  packaging  materials  are 
safe  and  suitable,  and  that  all  of  the 
foregoing  materials  are  otherwise  in 
oompllance  with  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(a)  Handling  of  raw  materials.  (1) 
Milk  and  mUk  products  shall  have  been 
pasteurized  before  use,  and  egg  products 
shall  have  been  pasteurized  or  otherwise 
treated  to  destroy  viable  Salmonella  mi¬ 
croorganisms  before  use,  or  these  mate¬ 
rials  shall  be  pasteurized  or  otherwise 
treated  during  processing  operations  to 
destroy  pathogenic  microorganisms.  The 
manufacturer  shall  ensure  that  gelatin, 
dried  coconut,  nuts,  and  other  raw  ma¬ 
terials  susceptible  to  contamination  by 
pathogenic  microorganisms  are  free  of 
such  microorganisms  before  these  mate¬ 
rials  are  incorporated  into  finished  prod¬ 
ucts  unless  these  materials  are  pasteur¬ 
ized  or  otherwise  treated  before  or  during 
processing  operations  to  destroy  path¬ 
ogenic  microorganisms.  This  may  1^  ac¬ 


complished  by  analyzing  these  materials 
for  pathogenic  microorganisms,  by  pinr- 
chasing  these  materials  under  a  sup¬ 
plier’s  guarantee  or  certification,  or  by 
other  acceptable  means. 

(2)  The  manufacturer  shall  ensure 
that  peanuts,  Brazil  nuts,  pistachio  nuts, 
filberts,  walnuts,  almonds,  pecans,  com 
meal,  and  other  raw  mat«*ials  susceptible 
to  aflatoxln  contamination  comply  with 
current  Food  and  Drug  Administration 
regulations,  guidelines,  and  action  levels 
for  natural  or  unavoidable  defects  be¬ 
fore  these  materials  are  incorporated  into 
finished  products.  This  may  be  accom¬ 
plished  by  analyzing  these  materlsds  for 
aflatoxins,  by  purchasing  these  materials 
under  a  supplier’s  guarantee  or  certifica¬ 
tion,  or  by  other  acceptable  means. 

(3)  The  manufacturer  shall  ensure 
that  nuts,  raisins,  cacao  beans,  spices,  re¬ 
work,  return,  and  other  raw  materials 
susceptible  to  Infestation  or  contamina¬ 
tion  by  animals,  birds,  vermin,  microor¬ 
ganisms,  or  extraneous  material  comply 
with  current  Food  and  Drug  Administra¬ 
tion  regulations,  guidelines,  and  action 
levels  for  natural  or  unavoidable  defects 
before  these  materials  are  Incorporated 
into  finished  products.  This  may  be  ac¬ 
complished  by  examining  these  materials 
for  infestation  and  contamination,  or  by 
other  acceptable  means. 

(b)  Storing  and  holding  of  raw  mate¬ 
rials.  Raw  materl£ds  shall  be  held  in  their 
original  containers  or  in  containers  so 
designed  and  constructed  as  to  prevent 
raw  material  contamination.  Raw  mate¬ 
rials  and  packaging  materials  shall  be 
held  at  such  temperature  and  relative 
humidity  and  in  such  a  manner  as  to  pre¬ 
vent  their  adulteration,  contamination, 
or  deconqsosition. 

(1)  Materials  capable  of  supporting 
growth  of  pathogenic  mlcroorgtmlsms 
shall  be  stored  at  a  temperature  below 
40®  F.  or  above  140®  F.,  except  for  short 
periods  of  time  as  required  to  facilitate 
processing. 

(2)  Frozen  materials  shall  be  kept 
frozen  and  should  be  stored  at  a  tem¬ 
perature  of  0®  P.  or  below. 

(3)  Liquid  sugars  shall  be  held  in  such 
a  manner  as  to  prevent  microbial  growth 
or  any  other  direct  or  Indirect  contami¬ 
nation.  Storage  tanks  for  liquid  sugars 
shall  have  filtered  air-intake  vents. 

(4)  Liquid  mixtures  containing  egg 
products  or  other  perishable  materials 
and  capable  of  supporting  growth  of 
pathogenic  microorganisms  shall  be  held 
in  such  a  manner  as  to  preclude  the 
growth  of  these  microorganisms  or  shall 
be  processed  in  such  a  manner  as  to 
destroy  these  microorganisms.  This  may 
be  accomplished  by: 

(i)  Maintaining  the  mixtures  at  a 
temperature  below  40®  F.  after  removal 
from  storage  and  disposing  of  the  unused 
portion  at  least  every  12  horns  during 
operations  and  at  the  end  of  the  day’s 
operation;  or 

(li)  Maintaining  the  mixtures  at  a 
temperature  below  50®  P.  after  removal 
from  storage  and  disposing  of  the  unused 
portion  at  least  every  4  hours  dining  op¬ 
erations  and  at  the  end  of  the  day’s 
operation;  or 
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(ill)  Pasteurizing  or  otherwise  treat¬ 
ing  the  mixtures  during  processing  op¬ 
erations  to  destroy  pathogenic  micro¬ 
organisms. 

(c)  Processing  operations.  (1)  Frozen 
egg  products  shall  be  defrosted  in  a  sani¬ 
tary  manner  and  by  such  methods  that 
their  wholesomeness  is  not  adversely  af¬ 
fected.  This  may  be  accomplished  by  de¬ 
frosting  at  a  temperature  of  40“  F.  or 
below,  or  by  defrosting  at  a  temperature 
above  40“  F.  for  a  period  of  time  not 
exceeding  24  hours,  provided  that  the 
temperature  in  any  part  of  the  defrosted 
liquid  does  not  exceed  50“  F. 

(2)  Processes  intended  to  pasteurize 
or  otherwise  treat  materials  to  destroy 
pathogenic  microorganisms  shall  be 
scientifically  determined  to  be  adequate 
under  the  conditions  of  manufacture  for 
a  given  product  to  ensure  destruction  of 
such  microorganisms. 

(3)  Rework,  when  stored  or  held,  and 
retmn  shall  be  considered  as  raw  mate¬ 
rials.  They  shall  be  held  in  properly 
identified  containers  and  examined  be¬ 
fore  reprocessing. 

(4)  Waste  shall  not  contribute  to 
direct  or  indirect  product  contamination. 
This  may  be  accomplished  by  holding  the 
waste  in  properly  identified  containers 
and  collecting  it  on  a  regvilar  basis.  Waste 
should  be  segregated  and  removed  from 
the  processing  area  daily. 

(5)  Effective  measures  shall  be  taken 
to  prevent  cross  contamination  between 
raw  materials  and  finished  products  or 
between  these  materials  and  refuse. 
When  any  of  these  materials  are  impro- 
tected  they  shall  not  be  handled  simul¬ 
taneously  in  a  receiving,  loading,  or 
shipping  area.  Raw  materials  and  prod¬ 
ucts  transported  by  conveyor  shall  be 
protected  against  contamination  from 
extraneous  material. 

(6)  Equipment,  containers,  and  uten¬ 
sils  used  to  convey,  process,  hold  or 
store  raw  materials  or  products  shall 
be  handled  during  processing  or  storage 


in  such  a  manner  as  to  prevent  raw  ma¬ 
terial  or  product  contamination. 

(7)  Suitable  equipment  such  as  sieves, 
magnets,  electronic  metal  detectors,  or 
other  effective  devices  shall  be  utilized 
where  necessary  to  prevent  the  inclusion 
of  metal  or  other  extraneoiis  material  in 
the  finished  product. 

(8)  Molding  starch  shall  be  passed 
through  a  sieve  and  a  metal  trap  or  be 
otherwise  treated  before  it  is  reused 
in  molding  operations  whenever  neces¬ 
sary  to  remove  extranenous  material 
that  may  contaminate  products. 

(9)  The  cooling  and  winnowing  of 
roasted  cacao  beans  and  the  processing 
and  storage  of  cocoa  nibs  shall  be  carried 
out  in  such  a  manner  as  to  prevent  prod¬ 
uct  contamination. 

(10)  Cacao  bean  shell,  dust,  and  other 
residue  particles  resulting  from  crack¬ 
ing  operations  shall  be  handled  and  held 
in  such  a  manner  as  to  prevent  product 
contamination. 

(d)  Testing.  Raw  materials,  products- 
in-process,  and  finished  products  shall 
be  sampled  and  examined  for  microbial, 
chemical,  and  other  adulteration  as  nec¬ 
essary  to  ensure  that  processing  steps  and 
sanitary  controls  are  adequate.  Adulte¬ 
rated  materials  shall  be  disposed  of  in 
such  a  manner  as  to  prevent  raw  mate¬ 
rial,  rework,  return,  or  finished  product 
contamination,  or  shall  be  reconditioned, 
if  feasible,  and  then  re-examined  and 
found  to  be  wholesome  before  being  in¬ 
corporated  into  finished  products. 

(e)  Coding.  Permanently  legible  code 
marks  shall  be  placed  on  tiie  outer  layer 
of  each  shipping  container  and  should 
be  placed  on  the  outer  layer  of  each 
finished  product  package.  Such  marks 
shall  identify  at  least  the  plant  where 
p>acked  and  the  product  lot. 

(f)  Warehousing  and  distribution. 
Finished  products  shall  be  handled  in 
storage,  dining  shipment,  and  while 
being  held  for  sale  in  such  a  manner 
as  to  prevent  product  contamination. 
Transportation  equipment,  warehouses. 


and  other  facilities  used  for  storing,  hold¬ 
ing,  or  transporting  finished  products 
shall  be  of  such  design  and  construction 
as  to  prevent  contamination  or  adultera¬ 
tion  of  the  products,  and  minimize  de¬ 
terioration  of  product  quality.  Such 
facilities  and  equipment  shall  be  free  of 
vermin  or  other  objectionable  conditions. 

§  128c.8  Roi'ords. 

(a)  Records  shall  be  maintained  of 
examinations  of  raw  materials,  packag¬ 
ing  materials,  and  finished  products  and 
of  supplier’s  gruarantees  or  certifications 
that  verify  compliance  with  Food  and 
Drug  Administration  regulations  and 
guidelines. 

(b)  Processing  and  production  records 
covering  processes  intended  to  pasteurize 
or  otherwise  treat  materials  to  destroy 
pathogenic  microorganisms  shall  be 
maintained,  shall  contain  sufficient  in¬ 
formation  to  permit  a  public  health 
evaluation  of  the  processes,  and  shall  be 
retained  for  a  period  of  time  that  ex¬ 
ceeds  the  shelf  life  of  the  finished  prod¬ 
uct,  except  that  they  need  not  be  re¬ 
tained  more  than  two  years. 

(c)  Records  shall  be  maintained  to 
identify  the  initial  distribution  of  the 
finished  product  to  faciUtate,  when  nec¬ 
essary,  the  segregation  of  specific  food 
lots  that  may  have  become  contaminated 
or  otherwise  unfit  for  their  intended  use. 

Interested  pjersons  may,  on  or  before 
January  25,  1974,  file  with  the  Hearing 
Clerk,  Food  and  Drug  Administration, 
Room  6-86,  5600  Fishers  Lane,  Rockville, 
MD  20852,  written  comments  (preferably 
in  quintuplicate)  regarding  this  pro- 
p>osai.  Comments  may  be  accompanied 
by  a  memorandum  or  brief  in  support 
thereof.  Received  comments  may  be  seen 
in  the  above  office  during  working  hours, 
Monday  through  Friday. 

Dated:  November  9,  1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

(FR  Doc.73-24662  PUed  11-23-73:8:45  am] 
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